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6) |E Claim(s) 76.20 and 26-28 is/are rejected. 
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Application Papers 

9) D The specification is objected to by the Examiner. 
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DETAILED ACTION 
Response to Arguments 
In view of the Appeal Brief filed on January 7, 2005, PROSECUTION IS HEREBY 
REOPENED. New grounds of rejection are set forth below. 

To avoid abandonment of the application, appellant must exercise one of the following 
two options: 

(1) file a reply under 37 CFR 1.111 (if this Office action is non- final) or a reply under 37 
CFR 1.113 (if this Office action is final); or, 

(2) request reinstatement of the appeal. 

If reinstatement of the appeal is requested, such request must be accompanied by a 
supplemental appeal brief, but no new amendments, affidavits (37 CFR 1 . 130, 1 . 13 1 or 1 . 132) or 
other evidence are permitted. See 37 CFR 1.193(b)(2). 

Applicant's arguments with respect to the rejection of claims 16, 20, and 26-28 over the 
Brown et al. reference (US 6,071,305) have been considered however are found non-persuasive. 
Applicant has again argued that Brown does not anticipate structural elements having separate 
layers, specifically, that Brown does not disclose a void layer between two layers, and argues 
further that Brown fails to disclose a first region having a base layer and a second region having 
a second layer covering the base layer, the second region further comprising a layer of void 
space intermediate the base and second layers and enclosed therebetween. The examiner 
disagrees. Brown has disclosed many embodiments having the layers as claimed. One 
embodiment is shown in figure 5 (see attachment 1), wherein one layer (seen in yellow) may be 
considered element 12" and another layer (seen in red) may be considered 34 (it is noted to the 
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applicant, that although the structural elements are metal, the "layers" are not required by the 
claim to be metal), the void layer 20 being therebetween. Another embodiment is shown in 
figure 7 (see attachment 2), wherein one layer (seen in yellow) may be considered the outer 
perimeter of element 40, and an additional layer may be considered to be 44 (seen in green) or 
even 49 (seen in red), the void layer 20 therebetween. Also in figure 7 (see attachment 3), one 
layer (seen in yellow) may be considered the right side of outer perimeter, and a second layer 
(seen in green) may be on the left side of the outer perimeter (openings may exist in the layers, 
because the member is disclosed to be optionally made of porous metals), the void space 20 
therebetween. Another embodiment in figure 8, (see attachment 3), shows a layer to be the outer 
perimeter (shown in yellow) and a second layer (shown in green) and void 20 therebetween. 
Figure 10 and 12 also show similar separate discrete layers (as applicant has argued are not 
present and is discussed below). The term "layer" is defined broadly by u a single thickness 
overlying a surface", and it is noted to the applicant a single thickness is not necessarily a 
constant thickness. Even so, Brown has shown such thicknesses in all of Brown's figures, and a 
square cavity in a square cross sectional element (as disclosed by Brown) would provide single 
and even constant thicknesses anyhow. The applicant has also argued that Brown does not 
disclose layers that are separate and discrete, but instead are unitary. The examiners position is 
that the applicant themselves does not have separate discrete layers. The applicant deposits layer 
upon layer during the fabrication process, in order to make a unitary end product. The unitary 
end product having the same structure as Brown. Brown may not use a deposition process to 
form the final structure, and may not deposit layer upon layer of material, Brown does however 
have an end product the same as the applicants. Whether Brown uses laser treatment or 
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deposition to arrive at the final device, the same end device results. "Even though product-by- 
process claims are limited by and defined by the process, determination of patentability is based 
on the product itself The patentability of a product does not depend on its method of 
production. If the product in the product-by-process claim is the same as or obvious from a 
product of the prior art, the claim is unpatentable even though the prior product was made by a 
different process ." In re Thorpe, 111 F.2d 695, 698, 227, USPQ 964, 966 (Fed. Cir. 1985), see 
MPEP 2113. That is, in the scope that the applicant has described, "layer" in their specification, 
Brown in this case, also has such layers, Brown's elements may be described at a unitary 
structure made up of many layers. One could call any particular thickness within Brown's 
element to be a "layer", see attachment 4 and attachment 5. 

Claim Rejections - 35 USC §112 
The following is a quotation of the first paragraph of 35 U.S. C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claims 16, 20, and 26-28 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter which 
was not described in the specification in such a way as to reasonably convey to one skilled in the 
relevant art that the inventor(s), at the time the application was filed, had possession of the 
claimed invention. Referring to claim 16, applicant has claimed "a first region comprising a base 
layer and a second region comprising a second layer covering the base layer, the second region 
further comprising a layer of void space. . emphasis added. Nowhere in the applicant's 
specification or in the drawings, has the applicant disclosed or pointed to in the drawings, 
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structural "layers" in the structural elements. The specification and drawing seem to instead 
disclose luminal and abluminal surfaces, and a void cavity. It is unclear to the examiner what the 
claimed "layer" is, what form it is in, what structural element in the drawing represents it. The 
only reference to a "layer" in the specification, is on page 11, lines 8-12, in which the method of 
production is disclosed. During production, layers of material are deposited upon one another to 
form the final device. The term layer, being used to only describe the manner in which the 
material is deposited during fabrication. Therefore, the final device does not have separate, 
discrete layers as the applicant has argued in the appeal brief, and has claimed, but instead, 
deposits multiple layers during fabrication in order to make a unitary one piece structure. 

Claim Rejections - 35 USC §102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by another filed 
in the United States before the invention by the applicant for patent or (2) a patent granted on an application for 
patent by another filed in the United States before the invention by the applicant for patent, except that an 
international application filed under the treaty defined in section 35 1(a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the international application designated the United 
States and was published under Article 21(2) of such treaty in the English language. 

Claims 16, 20, and 26-28 are rejected under 35 U.S.C. 102(e) as being anticipated by 
Brown et al. (US 6,071,305, cited in previous office action). The examiner's interpretation of the 
"layers" in the Brown reference is also pointed out in Attachments 1-5. Referring to claim 16, 
Brown discloses an endoluminal stent (1 1, 40", 1 1 1) comprising a plurality of structural 
elements (element 12 seen in figure 1, however having the structure, mesh or roving wire stents, 
each elongated member 12 being a filament or fiber which forms a mesh stent, disclosed in col.7, 
lines 34-40, that is, although Brown has shown a helical stent made of one structural element in 
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fig. 1, Brown also discloses use of a stent with multiple structural elements, 
wires/fibers/filaments, col.7 ? lines 34-40; or element seen in cross section fig. 12 and disclosed in 
col. 11, lines 50-61; or elements 1 12 in fig. 18) forming a radially expandable cylindrical member, 
the structural elements are fabricated from metal (col. 7, lines 12-19) having a wall thickness 
(thickness of wire/fiber/filaments, shown in fig.3-12 as the cross-sectional dimension), wherein 
the structural elements (member 12, or member shown in fig. 12) are comprised of a first region 
comprising a base layer and a second region comprising a second layer covering the base layer, 
the second region further comprising a layer of void space (20) intermediate the base and second 
layers and enclosed therebetween (see arguments above and attachments 1-5) and a plurality of 
pores (pores may be openings 22, 28, 54; col.6, lines 12-21 or alternatively pores may be pores 
in the porous stent material col 10, lines 36-38) passing through at least one of the base and 
second layers and communicating with the void space (20 or channel) and at least one bioactive 
agent (23) retained within the void space (20 or channel) and elutable through the plurality of 
pores (22, 28, 54). 

Referring to claim 20, Brown discloses a degradable plug (biodegradable matrix 27 
extending into pore, as is seen in figs.3, 7, 9, and 12, see col.8 line 61-67 and col.9, lines 1-7; or 
membrane 34, 50, see col.9, lines 12-21, which is disclosed to made of the same materials are the 
biodegradable matrix, col.9, lines 1-5, 17-21) residing within the plurality of pores. 

Referring to claim 26, Brown discloses a stent (10, 40") having structural elements 
(member 12 in fig. 1-10 or member shown in fig. 12) comprising a material selected from the 
group claimed (col.7, lines 12-19). 
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Referring to claim 27, Brown discloses a bioactive or active agent (23) selected from the 
group claimed (col. 5, lines 1-27). 

Referring to claim 28, Brown discloses a void space (20 or channel in fig. 12) comprising 
a plurality of independent internal cavities along the length of the structural elements (a plurality 
of cavities are shown in fig. 9, 10, and 18; and cavities are shown to be intermittent in fig. 18). 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Cheryl Miller whose telephone number is (571) 272-4755. The 
examiner can normally be reached on Monday-Friday 7:30am-5:00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Corrine McDermott can be reached on (571) 272-4755. The fax phone number for 
the organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 




Cheryl Miller 
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